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DETAILED ACTION 

1 . This Office Action is responsive to the Amendment filed 1 1 September 2007. 
Claims 1-6, 8-17 and 19-23 are now pending. The Examiner acknowledges the 
amendments to claims 1 and 12. 

Claim Rejections - 35 USC §112 

2. The following is a quotation of the first paragraph of 35 U.S.C. 1 1 2: 

The specification slnall contain a written description of the invention, and of the manner and process of 
malting and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

3. Claims 1-1 1 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. Regarding claim 1, lines 14-15 recite "a 
processor... configured to automatically supply the medical device with at least one 
revised treatment guideline." The specification is not enabling for a processor 
configured to automatically supply the medical administration device with a treatment 
guideline, rather the specification teaches that a signal from the processor to the 
medical administration device indicates that the administration parameters entered into 
the administration device are appropriate for the medication and that institutional 
guidelines for the administration have been met [0102]. This recitation does not include 
a revised treatment guideline. 
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C/a/m Rejections - 35 USC § 102 

4. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

5. Claims 1-6, 8-17 and 19-23 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Bocionel< et al. (U.S. Pub. No. 2002/0099273). Bocionel< et al. 
(hereinafter Bocionel<) disclose a medical information system which retains and 
processes information from various sources for use in clinical care delivery. Regarding 
claims 1 , 3, 8-9 and 22, Bocionek teaches a system for analyzing medical treatment 
data associated with medical treatment from a plurality of patients to determine a 
treatment guideline based on treatment administered to a plurality of patients, and for 
updating at least one medical device (infusion pump 85) with the guideline ([0020], 
[0027], [0030]). Database 75 stores medical treatment data associated with medical 
treatments delivered to a plurality of patients; the medical treatment data including a 
plurality of treatment parameters for each of the plurality of patients and a treatment 
parameter value associated with each treatment parameter such as vital signs, drug 
interactions and patient organ images ([0018], [0020], [0024], [0028], [0029]). A 
processor connected to the database is configured to compile from the medical 
treatment data a plurality of treatment parameter values associated with a selected 
treatment parameter, analyze the values and determine a treatment guideline 
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representing acceptable values for the selected parameter, such as potential drug 
interactions [0022]. Decision functions 15 and 17 automatically supply a medical device 
such as an infusion pump with an optimized drug dosage [0027]. With further reference 
to claim 3, database 77 stores preestablished medical treatment guidelines [0020]. 

Regarding claims 2 and 4, a statistical distribution is provided by the analysis of 
the complied treatment parameters as evidenced by alarm function 27, serving as a 
function of optimized thresholds. Decision support functions 15 and 17 determine new 
or improved treatment solutions, thus adjusting acceptable values for the selected 
treatment parameter in the preestablished guidelines [0027]. A message based on a 
particular analysis may be displaced to a user on a monitor or an interface display 
[0035], thus generating a report of the analysis or comparison in accordance with claims 
5 and 6. 

With respect to claim 10, the medical treatment data may include patient 
physiological data such as vital signs. Decision support functions derive conclusions 
based on the vital signs and available patient data and parameters to optimize settings 
and thresholds ([0026]-[0027]). 

Regarding claim 1 1 , Bocionek teaches a plurality of medication administration 
devices 81-87 for multiple patients, each associated with data acquired from a patient 
including patient identification, medication and operating parameters. A central 
processor 19, 21 is configured to receive medical treatment data from the administration 
devices and a database 77 operatively connected to the processor stores 
preestablished medical treatment guidelines representing acceptable values for the 
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medical administration device operating parameters. Interface 90 interconnects medical 
devices within a patient's room to the central processor. The processor is further 
configured to compile a plurality of parameter values associated with a selected device 
operating parameter, analyzed the values and determine a medical treatment guideline 
based on the analysis representing acceptable values ([0016], [0017], [0028]). 

Referring to claim 12, Bocionek teaches a method of communicating medical 
treatment data associated with medical treatments delivered to a plurality of patients, 
the treatment data including a plurality of treatment parameters for each of the plurality 
of patients and a treatment parameter value associated with each parameter; compiling 
from the treatment data a plurality of parameter values associated with a selected 
parameter; analyzing the complied treatment parameter values, determining an optimal 
treatment guideline based on the analysis and providing the optimized guideline to an 
infusion pump from a remote location ([0018], [0020], [0024], [0027]-[0030]). Regarding 
claim 13, a statistical distribution is provided by the analysis of the complied treatment 
parameters as evidenced by alarm function 27, serving as a function of optimized 
thresholds. 

With reference to claim 14, database 77 stores preestablished medical treatment 
guidelines [0020]. Decision functions 15 and 17 compare compiled treatment 
parameter values such as from patient monitoring devices to the acceptable values for a 
treatment parameter retrieved from preestablished medical treatment guidelines in 
database 77 [0024]. The decision functions determine new and improved treatment 
solutions which are substituted for the existing solutions in database 77, thus creating 
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an updated medical treatment guideline [0026], in accordance with claim 15. A 
message based on a particular analysis may be displaced to a user on a monitor or an 
interface display [0035], thus generating a report of the analysis or comparison in 
accordance with claims 16 and 17. 

Regarding claims 19-21 , database 77 is dynamically updated to incorporate 
improved treatments and their associated medical outcome results [0020]. A processor 
connected to the database compiles from the medical treatment data a plurality of 
treatment parameter values associated with a selected treatment parameter, analyzes 
the values and determines a treatment guideline representing acceptable values for the 
selected parameter, such as potential drug interactions [0022]. 

With respect to claim 23, Bocionek teaches a system for analyzing medical 
treatment data associated with medical treatment from a plurality of patients to 
determine a treatment guideline based on treatment administered to a plurality of 
patients, and for updating at least one medical device (infusion pump 85) with the 
guideline ([0020], [0027], [0030]). Database 75 stores medical treatment data 
associated with medical treatments delivered to a plurality of patients; the medical 
treatment data including a plurality of treatment parameters for each of the plurality of 
patients and a treatment parameter value associated with each treatment parameter 
such as vital signs, drug interactions and patient organ images ([0018], [0020], [0024], 
[0028], [0029]). A processor connected to the database is configured to compile from 
the medical treatment data a plurality of treatment parameter values associated with a 
selected treatment parameter, analyze the values and determine a treatment guideline 
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representing acceptable values for the selected parameter, such as potential drug 
interactions [0022]. Decision functions 15 and 17 automatically supply a medical device 
such as an infusion pump with an optimized drug dosage [0027]. Alarm function 29 
generates an alarm based on vital signs collected from patient monitoring units. 
Decision support functions derive conclusions based on medical data and patient vital 
signs and parameters and optimize the alarm function settings and thresholds [0026]. 



Response to Arguments 

6. Applicant's arguments filed 1 1 September 2007 with respect to the rejection of 
claims 1-6, 8-17 and 19-23 under 35 U.S.C. 102(b) citing Bocionek (U.S. Pub. No. 
2002/0099273) have been fully considered and are not persuasive. Regarding claim 1 , 
Applicant contends that Bocionek fails to disclose "a processor... configured 
to... automatically supply the medical device with at least one revised treatment 
guideline." However, this new limitation includes new matter, see rejection supra. 
Nonetheless, Applicant indicates that Bocionek instead discloses that the controlling of 
a device is different than automatically supplying a medical device with a revised 
treatment guideline. This argument is not persuasive. The claim languages requires a 
processor, and since the definition of such entails the manipulation of data or the 
performance of calculations, and the decision functions 15 and 17 generate prompts, 
medication selection guidance ("revised treatment guideline") and warnings [0022], it is 
held that the processor supplies the medical device with treatment guidelines regardless 
of the fact that a device controller, used in conjunction with the decision functions as 
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pointed out by Applicant, may operate to physically or mechanically control the medical 
administration device. Furthermore, while Applicant contends that "the optimal drug 
dosage to be applied by [an] infusion pump" in Bocionek clearly shows that the device 
of Bocionek is receiving an instruction and not a guideline, it is submitted that the 
decision support functions determine optimal drug dosage to be applied by the pump 
based on medical data, deeming such "instruction" as interpreted by Applicant, as a 
"treatment guideline." 

Regarding claim 1 1 , Applicant contends that the modules and functions in 
Bocionek update patient records rather than the recited medical devices, and the 
updating does not involve treatment guidelines. However, this argument is not 
persuasive. The modules and functions of Bocionek adaptively update and improve the 
analysis system based on stored data including treatment outcome data, specifically 
taught at paragraph [0030] which are utilized to provide treatment from a medical 
device. The modules and functions also reflect a determined prescription and proposed 
treatment ("treatment guidelines"). 

Regarding claim 12, Applicant contends that the "medical parameters" and 
"treatment outcome data" as taught by Bocionek are different from the "medical 
treatment guideline" recited in claim 12. Thus, Applicant concludes that the medical 
parameters and treatment outcome data of Bocionek are merely data rather than "a 
guideline representing acceptable values for the selected treatment parameter. 
However, this argument is not persuasive because the system of Bocionek establishes 
guideline data in the analysis system whereby the treatment guidelines are updated and 
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improved based on tlie analysis of medical parameters and treatment outcome data as 
indicated at paragraph [0030]. 

Regarding claim 23, Applicant contends that the alarm of claim 23 is activated 
"when a medical treatment guideline having parameters outside of the appropriate 
parameters is input into [a] medication device," whereas the alarm as taught by 
Bocionek is activated "based on vital signals collected from patient monitoring devices." 
However, this argument is not persuasive. In response to applicant's argument, a 
recitation of the intended use of the claimed invention must result in a structural 
difference between the claimed invention and the prior art in order to patentably 
distinguish the claimed invention from the prior art. If the prior art structure is capable of 
performing the intended use, then it meets the claim. The alarm, as taught by 
Bocionek, is fully capable of generating an alert based on treatment parameters as it is 
functional in the teachings to be signaled based on any parameter relative to a patient's 
data which falls outside a specific, pre-established threshold [0026]. In view of the 
foregoing, the rejection of claims 1-6, 8-17 and 19-23 under 35 U.S.C. 102(b) citing 
Bocionek (U.S. Pub. No. 2002/0099273) has been maintained. 

Conclusion 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
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TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Christine D. Hopkins whose telephone number is (571) 

272- 9058. The examiner can normally be reached on Monday-Friday, 7 a.m.-3:30 p.m.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Charles Marmor, II can be reached on (571) 272-4730. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 

273- 8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
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system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Charles A. Marmor, 11/ 
/C. D. H./ Supervisory Patent Examiner 

Christine D Hopkins Art Unit 3735 

Examiner 
Art Unit 3735 



